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I BARR LABORATORIES, INC.

265 LIVINGSTON STREET
NORTHVALE, N.J. 07647
TELEPHONE (201) 767-1900

September 4, 1973

Marvin Seife, M.D., Director

Division- of Actions Implementation

D.E.S.I. Project Office/Bureau of Drugs
Department of Health, Education and Welfare
Food and Drug Administration

5600 Fishers  Lane

Rockville, Maryland 20852

Gentlemen:

Enclosed please find, in triplicate, an Abbreviated New Drug Application
for Hydrochlorothiazide Tablets, 25 mg. and 50 mg., U.S.P.

You will nofe that we have submitted two (2) dosage strengths under one ANDA.

Examination of the batch formulation and manufacturing records will indicate
that both dosage strengths have a common formulation. The 25 mg. tablet run
weight is 100 mg. with a yield of : the 50 mg.
tablet run weight is 200 mg. with a yield of tablets per batch.

Attached as Appendix "A" is the protocol for biological availability of
Hydrochlorothiazide = Tablets, U.S.P.- We would appreciate your review and
comments at the earliest possible time as we are most anxious to begin this
study.

Sincerely,
BARR LABORATORIES, INC

o Fordl,

Ms. Sandi Feldman, Dlrector
Regulatory Affalrs
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Enclosures




WA

ORIG NEW CCRRES

BARR | ~ ¥
. . UBMITTED B
‘ BARR LABORATORIES. INC. PERSONALLY S

265 LIVINGSTON STREET \ . ,
NORTHVALE, N.J. 07647 % Come O MMMW
TELEPHONE (201) 7671900 Re.d L’“‘l RAS
24

July 23, 1974

Marvin Seife, M.D., Director

Generic Drug Staff

Office Scientific Evaluation

Bureau of Drugs

Department of Health, Education & Welfare
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Reference: ANDA #83-972
Hydrochlorothiazide Tablets, 25 mg. and 50 mg.

Gentlemen:

With reference to our telephone conversation of this date, below please find
the information you requested in order to finish evaluating the above mentioned
new drug application.

Batch numbers are assigned in the following manner: The first two - (2)

Secondly, you requested the manufacturer o1 the active raw material used 1n
Batch #3420028 which was submitted for our biocavailability study. The manu-

facturer is = . The dis-
tributor of this manufacturer's material in the United States is

Trusting this information will enable you to finish evaluating the above mentioned
application and looking forward to a prompt approval, I am

Very truly yours,

BARR _LABORATQRIES » INC.

A R A
o - W{/(;él{ uf,g//éé/r'zﬂ P
JUL2 4197, Sandi Feldman, Director
! Quality Assurance/Regulatory Affairs

o
Z S
Gy or 3

SF/ew \\fpo
N




7 &
ORIG NEW (CORRES

I BARR LABORATORIES. INC.

265 LIVINGSTON STREET
NORTHVALE, N.J. 07647
TELEPHONE {201) 767-1900

August 23, 1974

Generic Drug Staff

HFD 107

Department of Health, Education & Welfare
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Reference: NDA #83-972
Gentlemen:

In connection with todays' discussion with Mr. Raymond McMurray, we are
enclosing the following information which you requested.,

Barr Laboratories bioavailability.study on Hydrochlorothiazide 50 mg. tablets
USP, was performed on our batch #340028. The Hydrochlorothiazide raw
material used in this batch was manufactured by

el . This material was purchased
through :stributor;

Should you require any additional information, please do not hesitate in contact~
ing us.

=" ' Sincerely,

BARR LABORATORIES, INC.

- ‘ Edwin A .\'éen

- President
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BARR LABORATORIES. INC.

265 LIVINGSTON STREET
TELERHONE (261) 765 1000 July 2, 1974

Marvin Seife, M.D., Director

Generic Drug Staff/Bureau of Drugs

Office Scientific Evaluation =

Department of Health, Education & Welfar

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Re: Hydrochlorothiazide Tablets 25 mg. and 50 mg.’
NDA #83-972

Gentlemen:

With reference to your letter dated June 17, 1974, we submit the following samples of Hydro-
chlorothiazide Tablets 25 mg, 50 mg., and raw material.

1. 4 X 2gm. Hydrochlorothiazide raw material lot no. R0479 used in the preparation of Hydro-
chlorothiazide Tablets 25 mg. Lot Number X-156 and Hydrochlorothiazide Tablets 50 mg., Lot
Number 3420028. We are sorry to inform you that we do not have any more raw material available
of Lot # R0479. In the event you can use a different lot of Hydrochlorothiazide raw material
which will be used in our future manufacture, we will be glad to submit samples of satisfactory
quantity.

2. 4 X 250 tablets Hydrochlorothiazide 50 mg. Lot Number #3420028 used in our bioavailability
studies.

3. 4 X IMof 50 mg. Hydrochlorothiazide tablets Lot No. 3420028 in finished package form.
-4. 4 X IM Hydrochlorothiazide 25 mg. tablets Lot No. X-156 in finished package form.

Please note that our company does not have pilot plan facilities and every batch is produced in
our regular production facilities.

Attached also find analytical results of Hydrochlorothiazide raw material Lot No. R-0479, analy-
tical record of Hydrochlorothiazide 25 mg. tablets, Lot Number X-156 and analytical record of
Hydrochlorothiazide 50 mg. Tablets Lot No . 3420028. T

(it /N
AYhanasios P.Géron

APG/ew: Enclosures N
Samples  Received [n Dpoc /0;1_/




ORIG NEW CORRES.

. BARR LABORATORIES. INC.  PERSONALLY SUBMITTED BY

265 LIVINGSTON STREET . _,& ‘ )
NORTHVALE, N.J. 07647 < VUL s
TELEPHONE (201) 767-1900 ’\?»QL\ 8 “ Ao
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June 19, 1974

Marvin Seife, M.D., Director

Generic Drug Staff/Bureau of Drugs
Office Scientific Evaluation

Department of Health, Education & Welfare
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Reference: NDA 83-972
Hydrochlorothiazide Tablets, 25 mg. & 50 mg., USP

Gentlemen:

Reference is made to our letter of January 28, 1974 to your office concerning a manu-
facturing revision. I have not had any correspondence from you concerning this re-
vision. As we are anxious to receive approval for this product, I have enclosed, in
triplicate, this revision, in the event it has been misplaced or lost in the mail. I
have also enclosed a copy of the covering letter.

Our bioavailability study was run on batch #3420028 which was manufactured using
the revised procedure.

Please help me clear up this matter promptly. K
- Very truly yours,
BARR LABORATORIES, INC.

Sandi Feldman, Director
Quality Assurance/Re

ory Affairs

SEF/ew
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I BARR LABORATORIES. INC.

265 LIVINGSTON STREET
NORTHVALE. N.J. 07647
TELEPHONE (201) 767-1800

May 15, 1974

Marvin Seife, M.D., Director

Drug Staff/Bureau of Drugs

Office Scientific Evaluation

Department of Health, Education & Welfare
Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Reference: NDA 83-972
Hydrochlorothiazide Tablets, 25 mg. & 50 mg., U.S.P.

Subject: Bioavailability Data
Gentlemen:
Enclosed, to be included in our pending ANDA on Hydrochlorothiazide, is
data derived from a bioavailability study conducted by
The data is supplied in triplicate.
We would like to request an expedient review.

Thank you.

Sincerely,

BARR LABORATORIES, INC.

’ / ; 7
i P e

Sandi Feldman, Director
Quality Assurance/Regulatory Affairs
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BARR LABORATORIES. INC. TTLE

265 LIVINGSTON STREET
NORTHVALE, N.J. 07647
TELEPHONE {201) 767-1800

April 15, 1974

Marvin Seife, M.D., Director

Generic Drug Staff/Bureau of Drugs
Office Scientific Evaluation

Department of Health, Education & Welfare
5600 Fishers Lane

Rockville, Maryland = 20852

Reference: NDA 83-972
Hydrochlorothiazide Tablets, 25mg. & 50mg.

Gentlemen:

Enclosed to be included in our pending New Drug Application on
Hydrochlorothiazide Tablets, U.S.P., 25mg. and 50mg., are twelve
(12) final printed container labels and twelve (12) final printed
package inserts which are identical in content to the draft copies
submitted with our application for an Abbreviated New Drug
Application. ‘

Very truly yours,
BARR LABORATORIES, INC.

- (SR D

Sandi Feldman, Digg
Quality Assuran
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